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MEMORANDUM

SUBJECT: Dietary Exposure Analysis for Fenbﬁconazole 1n/on
~ existing stone frults, pecans and bananas u51ng a
recalculated Q," of 1.06 x 102 (mg/kg/day) PP#2F04154.

FROM: ' Brian Steinwand.&m%
Dietary Risk Evaluation Section
Science Analysis Branch/HED (7509C)

Through: Ellzabeth Doyle, Section Head 49Z;#Zi{ C?
s Dietary Risk Evaluation Section

SAB/Health Effects Division

. TO: C. Giles-Parker/J. Stone, PM Team 22 LJQ%EV“"‘//
Registration Division (7505C)

Action Requested

Provide a dietary exposure analy51s for the use of

fenbuconazole in/on existing crops us1ng a recalculated Q1 of
1.06 x 1072

At a March 14, 1995 Agency meetlng with Rohm and Haas, it
was decided that the fenbuconazole Q,” should be recalculated
based upon the new 3/4’s power scallng factor instead of the
previous 2/3’s power (See memo, B. Fisher, 3/15/95). RD
requested a new DRES run be performed incorporating the

recalculated value in an attempt to grant the original petltlon
on bananas.

Discussion

Under petition numbers 1F3995 and 1F3989, DRES had
previously conducted a dietary analysis for proposed uses of
fenbuconazole on pecans, bananas, and stone fruits (Except plums

" and prunes) (See memo, T. Chin, 11/22/94) The oncogenic risk. for
the three combined uses was 1. 04 x 107 , which exceeded the 1 x
10°® oncogenic risk generally considered negligible by the

Agency. Under PP# 1F3898, the registrant then proposed uing
__the stone fruit tolerance onl o
B 12.8% of the stone fruit

Recycled/Recyclable
% Printed with Soy/Canola Ink on papar tha
contalns a least 50% recycled fiber



crop, with a three year time-limited tolerance. The results of
that carcinogenic analysis resulted in a cancer risk of 1.28 x
10", which also exceeded the Agency’s level of concern (See

memo, B. Doyle, 2/8/95). Consequently, the current petition
requested that another DRES analysis be performed for existing
stone fruit (12 8% of crop treated) and proposed pecan and banana
tolerances using a recalculated Q, (1.06 x10°? mg/kg/day)

results of this analysis follow.

Toxicological Endpoint:

The Reference Dose (RfD) used in the analysis is 0.03 mg/kg
bwt/day, based on a NOEL of 3.03 mg/kg bwt/day from a two year
rat feeding study with an uncertainty factor of 100 that
demonstrated decreased body weights in females and increased
liver weights with centrilobular to midzonal hepatocellular
enlargement and vacuolation in both sexes (See memo, G. Ghali,
4/30/93)

Fenbuconazole has been classified as a group C (possible
" human carcinogen) based on thyroid tumors in male rats and liver
tumors in female mice.

A Q" of 1.06 x 10°? (mg/kg/day)’' was used to estimate the
car01nogenlc risk due to dietary exposure.

Residue Information

Since this is a new chemical, there are no published ‘
tolerances for fenbuconazole in 40 CFR. Tolerance level residues
and 100 percent crop treated information were used for all
commodities except stone fruits, which used the proposed
tolerance and 12.8 % crop treated information. The analysis
included time limited tolerances on stone fruits and pecans.-

Results

A summary of the residue information considered in this
analysis is attached as Table 1. A DRES carcinogenic analysis
was performed to estimate the Anticipated Residue Contribution
(ARC) for the general population. Summaries of the ARCs and
their representations as percentages of the Reference Dose (RfD)
for the general populatlon and 22 subgroups are included as Table
2. Summaries of the carcinogenic risk and of the commodity
contribution by raw agricultural commodity (RAC) for the overall
U.S. population are attached as Table 3.

Upper Bound Carcinogenic Exposure:

- Based on a Qf of 0.61 (mg/kg/day)'1 the upper bound cancer
‘risk was calculated to be 9.0 x 107, contributed by all the
proposed and time limited uses for fenbuconazole.



Conclusions

The above analysis demonstrates that using the recalculated
cancer potency factor and ‘percent crop treated data for stone
fruits incorporated into the analysis, the time limited uses on
pecans and bananas and the proposed tolerance on stone fruits
results in a level of risk below that which is generally
considered of concern by the Agency

Attachments

cc: DRES; Caswell 723Q; RCAB;
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